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earned patent term adjustment. See 37 CFR 1 .704(b). 
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2a )□ This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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4) ^ Claim(s) 1-37 is/are pending in the application. 
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5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 32-37 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
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* See the attached detailed Office action for a list of the certified copies not received. 
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Claims 1-31 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b), as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Applicant timely traversed the restriction (election) requirement in the reply 
filed on November 25, 2008. 

Applicant's election with traverse of Group IV, claims 32-37 in the reply filed on 
November 25, 2008 is acknowledged. The traversal is on the ground(s) that claims 1- 
37 are drawn to a product and process adapted for the manufacture of such product, 
they have sufficient unity of invention to warrant their examination together in this 
application. This is not found persuasive because claims 1-31 are not limited to the 
methods of producing the compounds of claims 32-37. Further, the compounds of 
claims 32-37 could be made by a materially different process, such as by chemical 
modification of known erythromycin compounds. 

The requirement is still deemed proper and is therefore made FINAL. 

The examiner has required restriction between product and process claims. 
Where applicant elects claims directed to the product, and the product claims are 
subsequently found allowable, withdrawn process claims that depend from or otherwise 
require all the limitations of the allowable product claim will be considered for rejoinder. 
AN claims directed to a nonelected process invention must require all the limitations of 
an allowable product claim for that process invention to be rejoined. 

In the event of rejoinder, the requirement for restriction between the product 
claims and the rejoined process claims will be withdrawn, and the rejoined process 
claims will be fully examined for patentability in accordance with 37 CFR 1 .104. Thus, to 
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be allowable, the rejoined claims must meet all criteria for patentability including the 
requirements of 35 U.S.C. 101, 102, 103 and 112. Until all claims to the elected product 
are found allowable, an otherwise proper restriction requirement between product 
claims and process claims may be maintained. Withdrawn process claims that are not 
commensurate in scope with an allowable product claim will not be rejoined. See MPEP 
§ 821 .04(b). Additionally, in order to retain the right to rejoinder in accordance with the 
above policy, applicant is advised that the process claims should be amended during 
prosecution to require the limitations of the product claims. Failure to do so may result 
in a loss of the right to rejoinder. Further, note that the prohibition against double 
patenting rejections of 35 U.S.C. 121 does not apply where the restriction requirement 
is withdrawn by the examiner before the patent issues. See MPEP § 804.01 . 

Claims 32 is rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for O-cladinose, O-myrarose, )-rhamnose and 
methylted derivatives thereof, O-digitoxose, O-oliose or O-oleandrose, does not 
reasonably provide enablement for glycosyl moiety. The specification does not enable 
any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and/or use the invention commensurate in scope with these claims. 

A conclusion of lack of enablement means that, based on the evidence regarding 
each of the factors below, the specification, at the time the application was filed, would 
not have taught one skilled in the art how to make and/or use the full scope of the 
claimed invention without undue experimentation. 

(A) The breadth of the claims. 
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The term "glycosyl" encompasses any monosaccharide, disaccharide, 
oligosaccharide or polysaccharide. 

(B) The level of predictability in the art. 

It is well known in the pharmaceutical art that even small changes in the 
structural formula of a compound can to lead to the loss of activity of said compound or 
other desirable properties. 

(C) The amount of direction provided by the inventor. 

The specification fails to present a specific definition of the term "glycosyl". 

(D) The existence of working examples. 

The specific working examples presented are not commensurate with the full 
scope of the claimed invention. 

(E) The quantity of experimentation needed to make or use the invention based 
on the content of the disclosure. 

Because there is no way to predict a priori which specific glycosyl groups will 
result in a compound having the desired activity, it would take an enormous amount of 
trial and error to test various glycosyl groups encompassed by the present claim. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 32-37 are rejected under 35 U.S.C. 102(b) as being anticipated by Or et 
al (U.S. Patent No. 6,147,197). 
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Or et al disclose the claimed compounds wherein X is -CO, R1, R4, R6, R9, R10 
and R12 are CH3, R2 and R3 are together keto, R5 is glycosyl group having a hydroxy 
protecting group, R7 is OH, R8 is H, R11 is OH, R13 is OH, R14 is ethyl (see compound 
of Formula (II), columns 2-8). 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elli Peselev whose telephone number is (571) 272- 
0659. The examiner can normally be reached on 8.00-4.30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shaojia Jiang can be reached on (571) 272-0627. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Elli Peselev 
/Elli Peselev/ 

Primary Examiner, Art Unit 1623 
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